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UNCLASSIFIED 

PAGE 01 STATE 234433 
ORIGIN HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-07 /026 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CM 
APPROVED BY OES/APT/BMP: JFRY 
DHEW/PHS/OASH/OIH: RFISHCER 
F.I JR/NE:SWORREI .(INFO) 

EUR/CE: S KLIN GAMAN (INFO) 

EUR/NE:REWOODS(INFO) 

094411 300115Z/12 

R 291222Z SEP 77 
FM SECSTATE WASHDC 
TO AMEMBASSY STOCKHOLM 
AMEMBASSY BONN 
AMEMBASSY LONDON 

UNCLAS STATE 234433 

E.O. 11652: N/A 

TAGS: OTRA, OGEN, TBIO, ETRD, EIND, SW, GW, UK 

SUBJECT: FDA REPRESENTATIVE PROVIDING TECHNICAL AND 
CONSULTATIVE ASSISTANCE TO FOREIGN DEVICE MANUFACTURERS 

1 . FDA ADVISES THAT DAVID MAKANANI, ENGINEER, DALLAS 
DISTRICT OFFICE WILL BE IN EUROPE OCTOBER 15-NOVEMBER 14, 

1977. 

2. MR. MAKANANI WILL VISIT 4 DEVICE MANUFACTURERS TO 
DETERMINE IF THEIR FACILITIES AND OPERATIONS ARE IN ACCORD- 
ANCE WITH CURRENT GOOD MANUFACTURING PRACTICE REGULATIONS 
AND WILL REPORT ANY SIGNIFICANT DEVIATIONS THAT WILL AFFECT 
THE SAFETY AND/OR EFFICACY OF SUCH DEVICES WHICH THEY MAY 
IMPORT INTO THE UNITED STATES. 

UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 234433 

3. ITINERARY AS FOLLOWS: 

OCTOBER 14, 1977 - DEPART WASHINGTON, D.C. FOR STOCKHOLM, 

SWEDEN 

OCTOBER 17-21 - VISIT JUNGER 

OCTOBER 22 - TRAVEL STOCKHOLM, SWEDEN TO FRANKFURT 

- GERMANY 
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OCTOBER 24-28 - VISIT RUSCH 

OCTOBER 29 - TRAVEL FRANKFURT TO ERLANGEN 

OCTOBER 31 - NOVEMBER 4 - VISIT SIMENS 
NOVEMBER 5 - TRAVEL ERLANGEN, GERMANY TO 

LONDON, ENGLAND 

NOVEMBER 7-11- VISIT BRITISH OXYGEN CORPORA- 
TION 

NOVEMBER 14 - TRAVEL LONDON, ENGLAND TO WASH- 

INGTON, DC. 

4. ASSISTANCE OF EMBASSIES WILL NOT BE REQUIRED. CHRISTOPHER 


UNCLASSIFIED 


NNN 
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